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Dear Mrs. Fraser, 

Thank you very much for the invitation to your round table discussion on some parts of the 
Bioterrorism Act on August 15, 2002. 

Enclosed please find the initial comments of the Federal Ministry of Consumer Protection, 
Food and Agriculture concerning Titei III of the Bioterrorism Act in total and several parts of 
the Act in particular. These comments are preliminary and withouth prejudice to a EU’s joint 
position. 

Germany would very much appreciate if you could include these comments into your further 
considerations. 

Please do not hesitate to call me (202-2984347) if you have any further questions. 

Friedrich Wacker 

Embassy of Germany 
4645 Reservoir Rd NW, 
Washington, DC 20007 

Homepage: WLVW.GERMANY-INFO.ORG Tel; (202) 2984348 
E-Mail GE-EMBUS@KNETCOM.COM Fax. (202) 2984386 
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Food & Drug Administration 

Opinion concerniq the USA's “l%ib& Health Security and Biotmotim ITwparedness and 
Response Act of 2002 n (“the Bioterrorkm A&) 

Without prejudice to the EU’s joint position and any other comments that other Federal Ministries 
might have, the Federal. h4inistry of Consumer Protection, Food and Agriculture would like to 
make the following remarks about Title III of the Act, Protecling safev and Senm’ty of Food and 
Drug supply; 

1. 

2. 

3. 

Since the events of September 2001 considerations concerning the prevention of (bio-)terrorist 
attacks are given high priority, including the field of food safety, Thus, we do understand the 
US approach to providing preventive measures for domestic food products as well as the 
importation of food. 

In our view the provisions in Title III, particularly in Sections 303,305,306 and 307, 
constitute author&ions for most of which final regulations still need to be issued. In future it 
till be important to establish rules that meet health policy objectives, however, without 
disproportionately af%cting trade in food and without disproportionately hampering food 
imports into the U.S. It remains to be seen what final regulations will look like. 

In addition, we would like to spec@~ the following: 
= Section 303: Cases where safe consignments have been temporarily detained for import 

checks and have thus (due to the elapsed time) become unfit for consumption should be 
governed by rules oriented towards general trade law in accordance with the relevant WTO 
provisions. 

= Section 305: The proposed system requiring foreign exporting facihties to register with 
FDA needs to be further examined. Thus, as far as legal aspects are concerned, one should 
look into the relation between the Bioterrorism Act and existing agreements concluded 
between the U.S. and the EU. This could mean, with regard to the rules that have already 
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been adopted under existing agreements, that EU food facilities are registered and/or 
authorised by the competent authority of the EU country of origiq notwithstamiiig audits 
conducted by FDA and USDA. These audits should move* along the customary EU lines and 
primarily focus on the effectiveness of official surveillance, Since in the EU facilities are 
already subject to comprehensive authorisation and/or registration requirements, e.g. as 
regards food of animal origin, the possibility of making exceptions from this rule, requiring 
facilities to submit a registration to FDA, should also be examined. 

I[n addition, the function of the United States agents, whose names are to be registered by 
the foreign exporting facilities, should be explained in more detail. 

= Section 306: Feasibility regarding the rules governing traceabiiry should be generally 
safeguarded by principally requiring records of directly preceding and following stages only, 
i.e. along the lines of the rules under EU Regulation (EC) No 178/2002. Moreover, for 
certain products, which are traceable already today, e.g. through lot identification or the 
health mark, the possibility of exemptions should be examined. 

= Section 307: In respect of the requirement to provide prior notice of food shipments it 
should be guaranteed that it can be met with ninimum logistical and administrative burdens 
when it comes to the d&a.& of data transfers and notification details. Thus, it should be 
stipulated that principally the “consignor” of the produce has to be registered. Furthermore, 
it has to be examined to which extent it is possible to use existing systems for the 
identification of product units, like e.g. lot identification or similar systems, 

= Section 308: The required marking of retised consignments, afIixed by the U.S. border 
control authorities, should be carried out in a way that does not render the consignment 
unfit for consumption or unsaleable - except for serious hygiene shortcomings or any other 
health xisk. 
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Food & Drug Administration 

Stellungnahme mm ,,Public Health Seeur@ and Bioternwism Ma-redness and Response Act 
of 2002,, der USA (,,the Bioterrwism Act,,) 

Unbeschadet der gemeinsamen EU-Position und m&&her weiterer Bemerkungen anderer Bun- 
desressorts stellt das Bundesministerium fG.r Verbraucherschutz, Em&rung und Landwirtschd zu 
Absclmitt LU der Regelung (,,Titel III - Protecting Safety and Security of Food and Drug Supply,,) 
Folgendes fest: 

1. 

2. 

3. 

Seit den Ereignissen im September 2001 kommt I&erlegungen au Prgvention 
(bio)terroristischer me, such im Bereich der Lebensmittelsicherheit, hohe Prior&it zu. Der 
Ansatz der USA, entsprechende Ptiventionsma&&men sowohl f%ir die in&&&he Le- 
bensmittelproduktion als such fQr die EinWr von tebensmitteln vorzusehen, ist somit grund- 
titzlich nachvouziehbar. 

Bei den in Titel III, insbesondere in den Abschnitten 303,305,306 und 307 vorgesehenen 
M&x&men handelt es sich nach unserem Verst&dnis um Ermilchtigungen, die iiberwicgend 
noch der konkreten Ausgestaltung durch entsprcchende Verordnungen bedtien. Hierbei wird 
es in Zukunft darauf ankommen, Regelungen zu schaf%n, die der gesundheitspolitischen Ziel- 
setzung gerecht werden, jedoch gleichzeitig den Handel mit Lxbensmitteln nicht iiber das 
notwendige Ma13 hinaus beeintrtihtigen und Importe van Lebensmitteln in die USA nicht un- 
verhtitnisrMJ3ig erschweren. Die konkrete Ausgestaltung der Bestimmungen bleibt abzuwarten. 

Im Eiielnen wird femer angemerkt: 
= Abschnitt 303: Fiir den Fa dass unbedenkliche Sendungen im Zuge der EinfQhruntersu- 

chung zeitweise festgehalten und daher (infolge Zeitablauf) unbrauchbar wurden, sollte eine 
Regelung, die sich am allgemeinen Handelsrecht nach den einschl&#gen WTO-Be 
stimrnungen orient&, getroffen warden. 
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=  Abschn i tt 3 0 5 : Das  vo rgesch lagene  S ystem  de r  Reg is t r ierung aus l& I ischer E xpor tb e tr iebe 
be i  F D A  beda r f de r  vert ief ien l% erpC iCng . S o  solfte in  B e z u g  a u f rech t l iche A spek te  d ie  
F rage  des  V e r M tn isses des  ,,B io te~ur ism A cts,. zu  bes te h e n d e n  A b k o m r n e n  zwischen d e n  
U S A  u n d  de r  E U  u n te rsuch t we rden . M it B lick a u f d ie  bere i ts in  bes te h e n d e n  A b k o m m e n  
g e trof fenen R e g e Iu n g e n  kdnn te  d ies  b e d e u te n , dass  be i  E U - L e b e n s m i tte lbe t r ieben d ie  
Reg is t r ierung bzw. Zu lassung  du rch  d ie  zust t id igen B e h B r d e n  des  E U - H e r k u n M a n d e s  
e t -Co&. V o n  F D A  u n d  U S D A  du rchge fi ihrte A u d i ts b le iben  davon  u n b e n o m m e n ; s ie so l&en  
s ich -  w ie  such  b isher  in  de r  E U  i ib l ich -  vomehml i ch  a u f d ie  W irksamkei t  de r  a m & h e n  
Ube rwachung  konzen tr ieren. Im  Hinbl ick da rauc  dass  z.B . Ci r  Lebensm i tte l  tie r ischer  
He rkun ft in  de r  E U  bere i ts u m fassende  Zu lassungs-  bzw . Reg is tr ienm g s a n fo rde rungen  fir 
B e tr iebe bes te h e n , sol l te al ternat iv such  g e p r &  we rden , o b  fG r E U - B e tr iebe A u s n a h m e n  
von  de r  Reg is tr ierungspf l icht  be i  de r  F D A  m iigf ich sind. 

Fe rner  s & e  d ie  Funk tio n  de r  von  d e n  aus l i ind ischen E xpor tb e t r ieben zu  b e n e n n e n d e n  ,,U S -  
A g e n te n ,, d e tai l l ierter e r lau te r t we rden . 

=  Abschn i tt 3 0 6 : B e i d e n  B e s tim m u n g e n  zur  Ri ickverfo lgbarkei t  sol l te genere l l  -  in  A n leh-  
n u n g  a n  d ie  R e g e l u n g e n  de r  E U - V e r o r d n u n g  ( E G )  Nr . 1 7 8 /2 0 0 2  -  d ie  P raktikabl i tZrt da -  
du rch  s ichergestel l t  we rden , dass  im  W e s e n t l ichen nu r  d ie  u n m i tte lbar  vo rangehenden  u n d  
nach fo l genden  S t& e n  e r&ss t we rden  m iissen. Fe rner  sol l te such  h ier  fir bes tirnm te  E r- 
reugn isse , d ie  bere i ts jetzt z,B . du rch  Loskennze ichnung  ode r  das  G e n u s s taugl ichkei ts-  
kennze ichen  r i ickver fo lgbar s ind, d ie  M @ lichkeit  van  A u s n a h m e r e g e Iu n g e n  gepri i f t  wer -  
d e n . 

=  Abschn i tt 3 0 7 : Im  Hinbl ick a u f d ie  A n m e ldevexp f l ichtung sol l te sowoh l  im  Hinbl ick a u f d ie  
A rt u n d  W e ise de r  D a ten i ibe rmi ttlu n g  z&s  such  im  Hinbl ick a u f De - tai ls de r  A n m e lde-  
ve rp f l ichtung sichergestet i t  we rden , dass  s ie tit m tigl ichst g e tig e m  logis t ischen u n d  ad -  
m inistrat ivem  A & a n d  er&l l t  we rden  kann . S o  sol l te z.B . ge rege l t we rden , dass  im  W e -  
sen t l ichen de r  ,& sender ,, de r  W a r e  zu  regis t r ieren ist. Dar i iber  h inaus  ist zu  pr i i fers in-  
w iewe i t bere i ts bes te h e n d e  S ystem e  de r  Id e n t i f iz ierung von  Warene inhe i te n , w ie  z.B . d ie  
Loskennze ichnung  ode r  2 h .nl iches,  e i n b e u > g e n  we rden  kc innen . 

=  Abschn i tt 3 0 8 : D ie  g e fo rde r te  Kennze i chnung  zur i i ckgewiesener  S e n d u n g e n  d u tch d ie  U S -  
G renzkon t ro l lbehc j rden so Ike -  a tie r  be i  schwerw iegenden  Hyg ienemtige ln  ode r  s o n s & e n  
gesundhe i t l ichen Ris i lcen -  so  v o r g e n o m m e n  we rden , dass  d ie  S e n d u n g  h ie rdurch  nicht 
unb rauchba r  ode r  unverk tich wird.  
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